
b. PRODUCT FOR WH CH A VARIANCE IS REQUtZ.St?ZD 
_ A LASER DfSPLAk bEYt&E 

A f”RoJECTOR FOR A LPSER LlGw SliCIV’f 
z A MER LIGHT SHOW 
I OWS 6D-3d 

c- - PRQJECtORS ARE iNTENDED FOR %LE. LEPSE OR LOAN T’O 
OTHER LpSER LIGHT SHOW BRODUCERS 

d. PROD&t IS INfENDED FOR USE IN A 
_ PLaNETARllJM OR OTHER DoME DRO.lECrlON S1RUCsURE 

WEATER 
~:0lsCo~EOUE OR Nk#T CLUE 
_ PAVILION 
_ INDOOR ARENA 
_ OUTDOOR ARENA 
- ‘h&ELlM 
_ OUtDQOR ENCLOSED AREA 
_ QTUEP lS#=W 

e. bRObUC+ IS INl-GNb~b TO BE USSD 
A AT ONLY ONE ffiW3U) LOQ-ION 
- At A VARlErr OF (huf) LOCATIONS 
I OtHEQ fSD@.#fl 

DPSS Nd: YVO4 

t f’RODUCT 6 WENDED l-0 BE USED Af ANY ONE LOCATION 
X MORE WAN 15 DA*5 
II MORE ‘fWU 5 Slrr MOT MORE THAN j 5 DAYS 
- LESS WAN S DAYS 

h. PRODUCT lJtlLlZf% THE FOLLOWING IPSER EF!=%TS 
& FRONT SCREEN ~RCMECTIONS 
L REAP SCREEN PRo.JEcTloNS 
I WoLOGQA~lC DlSPLAYS 
d MULTIPLE REFLEC’WW!3 (mumCrle channel IJV ct~fWcbc~ efkts) 
- AUDIEhCE SWWNG 
& REt%XWNS FQOM STA~ONARY nSRQoQ(S) OR 

MIRRORED SURFACES 
,S~At’KiNAR~ M?AtiATiON OF ROTATING MIRROR BALL(S) 

OR OwER MIRRORED. SHAPES 
_ SULNNIBIG IRRADlATtoN OF ROtATfNG MIRROR BaLL(S, - 

FIBER OPTIC ~RoJficz-foNs 
x Focii. SMOKE OR U’MER SCAnERlNG E~FEC% 
_ OTHER Ispee#LI 

I PEAK POWER (WeUs) 
1oomw 



pp 
~i-r ts p~posE0 To (J@/lAl-~ F#oM nrE PRQWSQNS OF 21 CFR IDdb. f 1 (c) JN -t+tAT ‘f’HEi ACCESLE&E EWSSION LEVEL WOULb 

ExCEE.6 -WE ACCESSIBLE EMsslON LtMl7S OF CLASS t O Q  GLASS ll 
_ 17 IS PkoP&&D 70 Df&‘JATE FROM THE PROVlStON OF 21 CFQ l(2M.1 f (e) AS FOLLOWS. 

13. EXPLAIN THE 4LtERNA7E! MEANS OF Rc\DlA7@N PROTEGTWN TO BE PROVIDED. tCh!& ~6 many txm@s $s 8!!@y In item 1A yttcm9rts”. 
j&&aryhzlgQndl~.&cxing~sk#16aa~. !&&?atyakF-d-~~ww~w.) 

$. 2Aj-L USER PRODUCTs, SY$TE?& aNb PROJEGTORs WlLL BE tEQ7iFIED 70 COMPLY Wl7t-t 21 CFR lOAc1.‘10 4ND 7% CONDITIONS 
OF TWIS VARlnrJtE AND Wtl.t. sE REPORtEt, AS RfiQtJlR~ BY 24 Ct=R 1 W2.10 AN0 4002 12 t&It’& tt-it2 REPOR7ftNG GUIDES PRO- 
VlDEjJ FOR StJCti PURPOSE THESE 4CllONS WtLL BE 4ttOnAPLlSHEb PRIOR l’U ANY t~kowGlxlN tNT0 COWERCE. 

b ~EFFECTS NOT SPECIFICALLY lNDlCA7EO IN THIS VARIANCE APPLICATION WILL NOT BE PERFORti& NO OTHER EFFECts WtLL BE 
ADDEb UN7lL AN AMENDNlENT TO 7t-tE VARlANC& Hps BEEN OBtaINED AND THE REOUIREb REPORTS OR SUCPLEME~S, AS 
4PPLICABLE. HAVE BEEN SUBMfTTED 

I c ~SGANNING. PROJECTION, OR QEl%ECTlON OF LASER AND c;OLLAtEQAL QAbtATtON (LtGH7 ScloW RADIATION) IN70 AUDIENCE OR 
2 -. OWEQ ACC!%%@t& UNCONTROLLED AREAS WILL NOT BE PERMttr@J EXGt3’7 FOR DIFFUSE Rf$LEGtlONS PRODUCED BY THE 

ATMOSPHERE. ADDEb Al-hK%P~EAtC SGArtERtN$ MEDIA. AND TARGET SGREENS. 

d. & LPSER RADIATION LEWl3.S tN EXCESS OF THE LI*S OF CLASS t WILL NOT BE PERMft-tEt, AT ANY POlN.t- LESS THAN 3 0 METER.5 
A&Qt@ ANY SlJkFMX UPON WHfGH PEQMNS OsYER WN OPERATOQS. PERFORMERS. W  EMPLOYEES ARE PER@-t-fElJ 70 
OR 2.5 M ’tERS BELOW OR IN LATERAL S&-utiON FROM ANY PlACtC WUEPE SUCH PERSONS AQE @ ‘EruUlrrED TO BE 
WEftWOR5. PERfmR$. AND EUpLC)YE& WILL Not 8E NI%UlRE!D OR Al.LOMDTo WEW R&YlnfloN A88M: mE LIMITS OF 
cu\s$ I OR BE EXPOSED TO wt3t~TtON ABOVE THE LIMITS s~~ctl%b IN zt GFR 16~0.11 (G). 

e. & ANY PQODUCT WHICH RELt& ON SCANNING TO WET ACCESS. EXPOSURE, OR QRObUCt C-55 LIMITS WILL INCQPPORATE A 
SCANNfNG SAFEGltAQb SYS7EM WHICH DiRECnY SENSES SC4NNER h@-t(ON ANb WHICH WfLL R&iACT GAS-t ENOUGH TO 
PkECLUDE EXCEEMNG 7HE AbPLlC4BLE LIMIT. 

f 2 ALL lpSER LIGHT SHOWS SHALL BE UNbER THE DIREC3’ AN PERSONAL COMROL OF TRAtNEb. COMPETENT OPERATOR(s)  ME 
OPERATOi2(S) WU : 

(1) IMMEDtA7ELY TERMINA% THE EMISSION OF LIG#t SHOW Q40147tON IN THE EV@# Or AN+’ UNSAFE CONDltlON. 

(2) BE LOCATED WHEt?fi AU. BEAM p47HS CAN BE Dli?&C-f’LY OBs@&‘ED AT ALL flh#ZS, ANb 

(3) BE AN EWLcwEE OF WE vARt4NtE HouYER WcrO WILL BE RESPONSIf3LE FOR twE tRplNlNG AND CONDUG OF OPERKtOR 

1 g.&THE MAXIMUM WEk i=kAlECTOk OVTPUT Pow’EQ VvlU NOT EXCEED THE 1EvEL REOLJWED TO OBTAIN THE INl-ENDEtl EPfECTS. 
.- 

h. 2 THE PROJEGTIDN $x~TEM (I.E., THE PROJEC7OR AND ALL OTClER COMPONENG USED tcl PRODUCE THE #Z+t-ttrJG EFFEC7S 

I 

vvtLL BE SECURELY PdOUNTEb OR IMMOBIlJZED TOPREVENt UNlNtENbED MOV@lEhn” OR M&AL&NMCEEYT. BEAM lJMf7S WILL 
BE DROVtDEb AS AN INHERENT PAR7 OF l-t-& SYSTEM DESIGN 70 PkEvEKr OVERFIUI~ OF SCQEENS. BEaM STOPS, TARGETS. 
t?rG 

i. &USER PROJEGTORs WILL NO7 BE bELNERED tb ANY O-r%@ PARN UNDER AN AOREEMEKT OF SALE. LEA.% OR LoAN UNLESS 
AbID UN’l%. -tUE QEGtPtEKr Dt?MONstkA7& WT .l%iEY HAVE A VARIANCE tN EFFECT 417HE ttlug OF bELlVERY THAT PERMITS 
l-HEM 70 PRODUCE l&33? LtGHT SHOP’S INCORPQRA%NG SUCH PROJECTOR. 

j. & IN sDDl7lON TO THE REQUIREMENTS OF 21 CFR 1010.10 (h). 7HE MANUFACTURER OF L&SE@ PROJECTORs6YStEMS WILL PROWlbE 
TO PAR7lES WHCI PURCHASE. LEASE. OR BORROW 7wE EQUIPMEw. AbEQU47E USERS lNs?kUG”ttONs FOR SAFE INstallATlON 
ANb OPERATION AND \m(fCH EXPLAIN 7HE RESPONSIBIL* oc: -t-HE RECtP(EllrT AS AN 1WDiEPENDBNT LiGH+ SHOW 
MANUFAC7URER TO SUElMlT THE REQUIRED kEPOkrs AND APPLY FOR 4ND OBTAIN A VAklANCE FROM CDRH PRtOR -t-O 
INTRObUCtlON IN70 GOMMERCE Of Ahtr LPSER LlGH7 SHOWS 

k &7HE REQU~REMEN3-S OF 21 CFR 1002.30 la)(l) AND (2) ‘AfKL BE AGmMPUSHED THROW +clE USE OF WRlT7#ZN PROCEDURES 
FOR SETUP AtJGNruE~. -5tlNG. AND PERFORf+&NGE OF EACH SHOW THESE PROGEDURES WILL BE IN SUf=ClENt WAtL TO 
ENSURE CO@@ltANCE Wl7H 21 CFQ ‘lgdD 10 THE coNolW~N6 OF 7UlS VARlANG& bND CQNTROLOF ACCESS TO RADlAtlON 

&A~&~~;HE PROCEDURES bEsCRIBE fN 7HE ArJgl Zl3fS. 1 Sr&NbaRD FOR THE SAFE USE OF tAZ%Eks (AMERICAN NATIONAL 
StltUTE. 1430 StG~AbWA’+. HEW Votm. NV WOf8) Ok ANY am@? EOttNAlEhn USER ~NSENSlX5 StANhdRD AND 

aNQ. WHERE APPLtC&L:. STAte OR LOCAL kEOUlRE~t’JT5. lPSEP RADIATION AR&AS vJUlCH GAN COllrrAlN QAbtATtON L&ELs 
A&J- -I-& LtMl7S SPECIFIED IN zt CFR l@%ll(c). WILL BE CLUIRLY 9DEW-=lED SY m  POSTlNG OF WARNiNG st@NS ANbrdR 
kEstRlC7ED ACCESS tclROUGH PHYSIC&t. *rulNs (StKiH AS PQESSURE SWITCHES. PHOTOGlZLLS. BARRIERS. GUARDS, ErC ) 

I ‘W&a REOUIR~~S APPl.Y tD -0RAR.Y &kl%!i (SUGH As WRING -P arJ0 AL1G-m P ROCEDURES) 4Nb 70 FINAL 
OR PBRM/iNkllfT AREA!5 t’NE VARlANGti CrOLbBR WCLL Rt57AlN 7Hf!i k%ORDs OF tccESE PmDtJQEs MD twE RESULTS OF ALL 
TEST!3 As REOUIRED BY 2.l @ Q  10023. A COPY OFTME VARlANCE AbPLtGA7~ON. THE A-R0VnL LEtreR. t@IQ!ZNt PnOGEDURES 
AND RECOROS RELA7lNG tU E&CH PARTtCULAR SHOW Wtt.L BE WITH 7% OPf$?AtOR OR 07HER RESPONSIBLE INDlVtbUAL AND _... “.-.~-.---- 

I WtLl W  MADE AWAbidil!tLE FOR tNSPEcTIC+N BY,FDA AND UT-HER RESPQNSIBIE AcTrwORlT&35 
FORM FDA 31A7 t=7) 

OBL-d LO/EO'd BIE-1 -UlOJ.J 63:3I PO-PI-IV 



I 6 ~/&NcX uv~~ i’&2TlFlC~tlON WI&l, 43E WHUE AS EARLY n5 POSStSLE TO APP40PRlATE eEC)ERAL. STATE AND LOCAL 
AlJTmRfTl& PROVIl,3WG SHOW iVN@RaRY WItI+ tiTES AND LacdTJolvs CLf%RLY AND COk@‘LmLY IDEmfF!ED. AND A BASIC 
DESCRIPTION OF PROPOSED EFFECt$ INCLUDIMG A STATt%‘l&NT OF ME IdAXlMuM POWER OUTPUT INTENDED. SUCH 
NOTlFlCrdI@4S UWLL BE MADE. l3Vr NOT NECESSARILY Lltil’%D t0 

(1) l-HE CEMt&z 60# LIEVICES AND RADIOLOGICAL ldt%n-I. OFf%E OF COMPUANCE @F&312).2os% CAltMER ROAD,ROCWILCE. 
MD 20880 PROVl~lhIG THE lNtlt& &ND ~O!$NQ DATES FOR THE FIXED IN$TALLA~~oN AND n-IE ItlNERARV FOR MOBILk SHOWS 
IN A~f7’ION. UNLESS dL A$PEC+E; OF EACH SHOW MVE t3sEN RE@oRtEb AND THE ACCkSSlON NUMBERS tiEA@LV 
f?EF&?@dCED. WCH NOTICE WIU INCLUDE DlFtAi&D DESCRIPTIONS OF EACH SHOVv Ah& A LISTING OF ALL EFFEC% to BE 
P@ti=OtWEb IN SlJPPIcIE: OETAiL TO WIdnRM HLIANCE Wll4 mE RE&JLpnON$ AhltJ THIS VARiAm. 

(2) THE FEDERAL ~ViAtl0N ADMINtSTRATION (FAA) COR ANY PROJECTiONS IM;O OPEN A!RSPACE At 4&Y WME (1.E _ INCLUDING 
SET-UP, ALtCNMElW. REHEARSALS, PERFORMANCES, ETC.). IF THE FAA OSJECtd l-0 ANY USER EFFECTS, +r4E oBJECT)ONS 
v’4.t. BE RESOLVED &ND NY CONOITIONS R!3IU&~D By FM WKL BE ADHERED TO. IF ME$E CQIJDmONS CAN Not BE Mm 
THE OBJEtrrONAf3l.E EFrECr.5 Vi’lLL BE DELEs!fO FROM M S!+OW. 

(3) ST&w AND LOCAL RKllAtlON CONTROL OFCICEYAGENCIES FOR ALL SOWS TO SE Pl5RFORMEiJ ‘J’M-HI~ WEIR JURISMCTIONS. 
4LL REQlJIREMENl5 OF STAtE ANb LOCAL lAW WILL BE SATISFI$D AND AHr OBJECtl6NS RAISED 6Y LOCAL AU-ttifflES 
WILL BE RESOLVED OR tHE EFFECTS DELEtELl. &lStS # %DERAL Am SAm OFFICES A& aVAtt&!LE FROM THE CEmR 
FOR DEVICES AND RADlOLC&&AL M5ALtH UPON REQUE9+.) 

14 REMARKS 


